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Box No. I 


Basis of the opinion 


□ 


Box No. H 


Priority 




Box No. Ill 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
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Box No. IV 


Lack of unity of invention 




Box No. V 


Reasoned statement under Rule 43A/5.1(a)(i) with regard to novelty, inventive step or indusU-ial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain documents cited 


□ 


Box No. VII 


Certain defects in the international application 


D 


Box No. VIII 


Certain observations on the international application 



2 FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a ^»«^;^P»"^^^^^^^ 
imemational Preliminary Examining Authority ("IPEA") except that this does not apply where the Wli<^^n choo e a^^ 
Authority other than this one to be Ac IPEA and the chosen IPEA has notified the International Bureau under Rule 66.1l»«r&) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is as provided above, considered to be a written opinion of the IPEA. the applicant is invited to submit to the 
IpEA aT^!tten reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For ftirther options, see Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
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International application No. 
PCT/US07/03160 


Box No. I Basis of this opinion 


1 . With regard to the language, this opinion has been established on the basis of: 
[Xj the international application in tne language m wni^u u woo 

□ a translation of the international application into , which is the language of a translation furnished for the purposes of 
international search (Rules 12.3(a) and 23.1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




1 1 a sequence listing 




1 1 table(s) related to the sequence listing 




b. format of material 




1 1 on paper 




1 1 in electronic form 




c. time of filing/furnishing 




1 1 contained in the international application as filed. 




j 1 filed together with the international application in electronic form. 


r~| furnished subsequently to this Authority for the purposes of search. 


3 □ In addition, in the case that more than one version or copy of a sequence listing and^or table(s) 

or furnished the required statements that the information in the subsequent or additional cop.es is identical to that m the 
application i filed or does not go beyond the application as filed, as appropriate, were flirnished. 


4. Additional comments: 
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International application No. 
PCT/US07/03160 



Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), or to be 
industrially applicable have not been examined in respect of: 

I I the entire international application 

claims Nos. 10-32 
because: 

I I the said international application, or the said claim Nos. relate to the following subject matter which does not require 

an international search (specify): 



I I the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear that no 

meaningful opinion could be formed (specify): 



I I the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion could be 

formed (specify): 



no international search report has been established for said claims Nos. 10-32 

I I a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

I I furnish a sequence listing on paper complying with the standard provided for in Annex C of the 

Administrative Instructions, and such listing was not available to the International Searching Authority 

in a form and manner acceptable to it. 
I I furnish a sequence listing in electronic form complying with the standard provided for in Annex C of 

the Administrative Instructions, and such listing was not available to the International Searching 

Authority in a form and manner acceptable to it. 
I I pay the required late furnishing fee for the ftirnishing of a sequence listing in response to an invitation 

under Rules 13/cr.l{a) or (b). 

I I a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did 
not, within the prescribed time limit, furnish such tables in electronic form complying with the technical 
requirements provided for in Annex C-bis of the Administrative Instructions, and such tables were not available 
to the International Searching Authority in a form and manner acceptable to it, 

I I the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not comply 
with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

I I See Supplemental Box for further details. 
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Box No. IV Lack of unity of invention 



L 1^ In response to the invitation (Form PCT/ISA/206) to pay additional fees the applicant has. within the applicable time limit: 
I ] paid additional fees 

I ] paid additional fees under protest and. where applicable, the protest fee 

I I paid additional fees under protest but the applicable protest fee was not paid 

|^<3 not paid additional fees 

2. n This Authority found that the requirement of unity of invention is not complied with and chose not to invite the applicant to 

pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13.1, 13.2 and 13.3 is 
I I complied with 



not complied with for the following reasons: 
See the lack of unity section of the International Search Report(Form PCT/ISA/210) 



4. Consequently, this opinion has been established in respect of the following parts of the international application: 
I I all parts. 

the parts relating to claims Nos. 1:9 
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iniCmallOnal appilt^alion iNU. 

PCT/US07/03160 


Box No. V Reasoned statement under Rule 43 A£s.l(a)(i) with regard to novelty, inventive step or industrial 
applicabilitv: citations and explanations supporting such statement 


1, Statement 








Novelty \ri) 


Claims NONE 




YES 


Claims 1-9 




NO 


Inventive step (IS) 


Claims NONE 




_YES 


Claims 1-9 




NO 


Industrial applicability (lA) 


Claims 1-9 




YES 


Claims NONE 




_NO 



2. Citations and explanations: 

Claims 1-9 lack novelty under PCT Article 33(2) as being anticipated by Tzianabos et al. (US 2004/0219160 Al). 

The claims are broadly drawn to a nutritional formula or nutritional supplement composition comprising an isolated zwitterionic 
polysaccharide consisting essentially of repeating units which comprises two to ten monosaccharides and a free ammo moiety and a 
negatively charged moiety selected from the group consisting of carboxylate. phosphate, phosphonate, sulfate and sulfonate wherem the 
zwitterionic polysaccharide is a Bacleroides fragilis polysaccharides A (PSA). 

Tzianabos et al. teach a pharmaceutical composition comprising a polymer of repeating units of a charge motif characteristic of 
Bacteroides fragilis polysaccharides A (PSA), the motif being a positively charged free amino moiety and a negatively charged moiety 
selected from the group consisting of carboxylate. phosphate, phosphonate, sulfate and sulfonate (see column 24 claim 73). The cued 
art further leaches that the polymer used in the composition can be a polysaccharide formed of repeating units of a maximum often 
monosaccharides wherein each repeating unit includes at least one free amino acid moiety and a negatively charged moiety selected 
from the group consisting of carboxylate. phosphate, phosphonate. sulfate and sulfonate and wherem such polysaccharides occur in 
nature and can be isolated (see column 15. paragraph 0165). The cited art further teaches about zw.ttemonic polysaccharide A I (PSAI), 
polysaccharide A2 (PSA2). polysaccharide B (PSB) [see column 23. claims 7-9] and also teaches about the selection of zwitterionic 
polysaccharides from the group consisting of Shigella sonnei Phase I lipopolysaccharide O-antigen ^'''^/''"^''^^^.^-^f 
capsular polysaccharides ^d Streptococcus pneumoniae group antigen C substance (see column 16. paragraph 0180). Thus. Tzianabos 
et al anticipates the invention as claimed. 

Claims 1-9 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can 
be made or used in industry. 
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Supplemental Box 

In case the space in any of the preceding boxes is not suflicient. 



International application No. 
PCTAJS07/03160 



these terms to mean. 



Claims 1-9 are objected to as lacking clarity under PCT Rule 66.2(a)(v). because of the claims 1-9 ^7°' f PP°^/J,^y 
desStion. The description does nol disclose the claimed invention in a manner sufRcently clear and complete for the claimed 
invention to be carried out by a person skilled m the art because: 

The claims are broadly drawn to a nutritional formula or nutritional supplement composition comprising an isolated zwittjionic 
zwilterionic polysaccharide is a Bacteroides fragilis polysaccharides A (PSA) 

connected, to make and use the invention commensurate m scope with these claims. 
Form PCT/lSA/237 (Supplemental Box) (April 2005) 
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Supplemental Box ^ - . 

In case the space in any of the preceding boxes is not sufficient 



The description at page 1 1 says that th e zwitterionic polysaccharides useful according to the invention generally ' P'*^'^ °^ 
JeDeftlng un ^ wherfin each repeating unit comprises two to ten monosaccharide and a positively charged free f yj""" » 
n?^3v ch^Bed moiety selected from the group consisting of carboxylate. phosphate, phosphonate, sulfate smd sulfonate. The 
Hef^Sn S« s3a^ m^^^ weight of Ae zwitterionic polysaccharides useful In the invention typically have molectdar 
description "^".^'^^ na However there is no amount of guidance in the description as to how many repeating uniU 
Tl^Serl^c Sa^ch^d^^^^^^ to eH^rT'cTd^endem immune%esponse (e.g. Th im. 2 balance for the host) Further, the 

^f^em sT^rorpSs^cl^^s^^ claimed in the invention but no amount of guidance is given guidance in the description as o 
f ^r^f thd^ mo?ecuSe T sto^^^^ of cellular immunity. The using of zwinerionic polysaccharides with molecular weight less 

fess sttulator^^^^^ that a z Jtterionic polysaccharide a. small as 22 repeating units (88 monosaccharide) are 

required to elicits a T cell dependent immune response (see especially abstract and title). 

Jl^St would require an undue burden of experimentation for a skilled artisan to detemum, the zwitteriomc polysaccharide with 
particular number of repeating units and molecular weight. 

and not enabled to a one of ordinary person skilled in the art. 

Given the breadth of the claim, lack of guidance and unpredictability as set forth above, undue experimentation would have been 
required by one of ordinary person skill in the art to practice the claimed mvention. 
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